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T^TPZZJ 3ffr Rff^TT cLc^HUl 

( WOT RroFT ) 

3tRt^hi 

R^feff 5 3RFcf=K 2012 

W4ET.fr. 748(33).—3lfe 3^ TRTIiR RRrft fPTR, 
1945 3fE TT?fe ^ faqr PdHPdPdd T?T?R fRR, 
*E4>K, 3Tfafqf 3fE TTHT^T STfapRR, 1940 
(1940 RT 23 ) Rt m\ 12 3fo HKT 33 gRT KtT ¥lfW RT 
3RR RRl fir, 33faf£f RRTgRR 3 RTR^f R3/t 

«Rf) RT TTRTR ^TRTt t, '37T RRt 
4H+lO ^ fe rtR f%4T RTcTT t, fe£ ^3 r 3 Timf^cT 
TRt RREETT f 3tk Rg TJRR ^TTcft f 3^1 TJRR 
Pd<Wl T3 3R3 dl<l<2l fMR4i) TR TRH^ 4ft) RftRT, ffet 
^ arRRpFTT wxtfm ^ fei I, •strt 3^ rr gt 
^Icft f, fcfTefra f^T ^ 33RfR ^ RRTpR ^ RTRTg feK 
PtRl 'JtURN; 

4^0*1 RRER gKT w fppif ^ R3R ft ^R 
W4T PqPlfe SRlfa t£ r)cR f%Rt 3 RTRT 3TT$fa RT 
RT Pq^K PtRI 'dl'ldl; 

RT 4J?TR 4^ Rfe, R4R*R 3^ Rffe 
H4M4, RTRT REEK, f^fa 443, Ef felt-110108 

3bH*rt %rt w e^et i 

eter fiEE 

1. (1) twit EiT RPSTE TR 3TNfV 3lfr ERIRE 

rre! fwi, 2012 I i 

(2) ^ TREK if 3TfcR T4>RH EE EKRR 3 
W Hlfl ^ ycjrl Fftt I 


( 3 ) TT-fTTO ( 2 ) ^‘ 3fd[^M %Rt '4rm ^ gt^ 
Rt ^ fdTR !H f^fdfRldlSTt' ^t clFp Tgf 
gfrt PdH4i W ^ ElFpgtH ^ dlPlia ^ T143 
^ 3T^fq ^ "fe 3lWfiE4t ^PdpHjui ^ 
3TJ5lfRt f | 

2. 33^ 3fk TRORT RRRft fRR, 1945 ^',— 

(^1) feR 7i t^‘ ^q-f^qrf ( 7 ) 

tTRfelPslrT ^R-fdTR 3Td:7«fTf9cT t^R?f ^KRTT, 
3iqfg :— 

" (8 ) 3TT^g47 -q^Ef Wshld 7TRZ43 3idPW 
etK*i) 3THf^4 rqPipHdl S^^fLrl TTgFf 
‘bi-t %q; 331^3 oyP^d ^rn=r ft 
^Vri"; 

(35) twi 71^1 Tqr-fTT4 (3) ^ TO'lg 3ft3 
TTp7 ^ ■'fe ffeferfe 34-fPW 33d: 
WfRcl f^T4T «HRJ|1, 33*3fg ;-- 

“(4) 33^ ^fer W^l 33clfe fe fet 
sitRfa f^fdfHdl ^tt 3rprfRT KR REt ^ 
fe 331^^ -^03 TTgfe TR Ifel 
RRHT l"; 

(R) twr 71RTf^ (iv) ^RTRgfdHPdPyd 
TER3 3Tcl:R#m f%4T RTTtjti, : — 

"RTg ^ TRRf RREPT 73Nd^ 3fclfe 
^RTt 33hR3 fofpHpitdl 43t 33gflfR TRR 
^ fe 33Tfe TT^fg'd gR ff 
%4TRTRni |”; 
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(-q) fTTR 76 A' (8) ^ 

fan Pd fa r! 3TcT:Wftfl fe^TT ^11, 

3Tsrf^ :— 

" (9) 3Uc|<<*> i*,=hTT ^Hshl^ TET2TT 3Tclf^^ 
3Tt^ftT PqPipH^t T^Pki TTH 
ep^ ^ fd9; 3TT^TT ^ fr 

TitftT l"; 

(■g-) fiETR 76R ^ iHHldfisJcT 4tgT> 3TcT1 PmH 

form ^TTqjn, 3T*itcf ;— 

"tpftj ^ I^FT TJcfwT 3TcT^ 

ep^ cfTcft sftqfa P^PhM TTH 

cpTR ^ fdE STT^TTT ^ ^ 

ftp?TT ^TTTTm l ” I 

[xpr. U TTH-11014/5/2011 ] 

#fftt epTR dFTTT, TT5^T TTf^ 
frrnjTJT : —fTO W ^ T^m 4 ^K£TT Wff^ 

-' 1^ 28-10/45-1^(1),’?^ 21 1945 

^ T^rftra few fR ^ mTi.ft. 575(31), 
cTRfet 17 ^dli 2012 ^T0 TTWI 3TfeR TfefeJW 
fei'4l 941 l 

MINISTRY OF HEALTH A NT) FAMILY WELFARE 
(Department of Health) 

notification 

NewDelhi, the 5th October, 2012 

G.S.R. 748(E).—The following draft rules further to 
amend the Drugs and Cosmetics Rules, 1945, whtch the 
Central Government proposes to make in exercise of the 
powers conferred by Section 17 and Section 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), after consultation 
with the Drugs Technical Advisory Board, is hereby 
published for the information of all persons likely to be 
affected thereby, and the notice is hereby given/that the 
said draft rules shall be taken into consideration on or after 
the expiry of a period of forty-five days from the date on 
which the copies of the Gazette of India containing these 
draft rules are made available to the public; 

Any objection or suggestion which may be received 
from any person with respect to the said draft rules within 
the period so specified shall be considered by the Central 
Government; 

The objections or suggestions may be forwarded to 
the Secretary, Ministry of Health and Family Welfare, 
Government of lndia, Nirman Bhawan, New Delhi ! 10108. 


DRAFT RULES 

1. (1) These rules may be called the Drugs and 

Cosmetics (6th Amendment) Rules, 2012. 

(2) They shall come into force after six months 

from the date of their final publication in the 
Official Gazette. ^ ■ 

(3) Not withstanding anything contained in the 
sub-rule (2), these rules shal I not apply to the 
manufacturers, who are having licence for 
manufacture of drugs, for a period of one year 
from the date of such commencement. 

2. In the Prugs and Cosmetics Rules, 1945,— 

(a) in rule 71, after sub-rule (7), the following 
sub-rule shall be inserted, namely :— 

“(8) The applicant shall make application for 
grant of licence for a drug formulation 
containing single active ingredient in proper 
name only.”; 

(b) in rule 71 A, after sub-rule (3), and before the 
proviso, the following sub-rule shall be 
inserted, namely:— 

“(4) The application for grant of licence for a 
drug formulation containing single active 
ingredient shall be made in proper name 
only.”; 

(c) in rule 7 IB, after clause (iv), the following 
proviso, shall be inserted, namely : 

“Provided that the application for grant of a 
licence for a drug formulation containing 
single active ingredient shall be made in 
proper name only.”; 

(d) in rule 76, after sub-rule (8), the following 
sub-rule shall be inserted, namely :— 

“(9) The applicant shal 1 make application for 
grant of licence for a drug formulation 
containing single active ingredient in proper 
name only.’ 1 ; 

(e) in rule 76A, the following proviso shall be 
inserted, namely:— 

“Provided that the application for grant of a 
licence for a drug formulation containing 
single active ingredient shall be made in 
proper name only.”. 

[F. No. X 11014/5/2011-DFQC] 
/ S UNDEEP KU MA R NAYAK, Jt Secy. 

Foot Note :—The principal rules were published in the 
Gazette of India vide notification No. F. 28- 
10/45-H (1), dated 21st December, 1945 and 
last amended vide notification number G.S.R. 
575(E),dated 17thJuly,2012. 
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